Mu-»q, DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

»

f f

: ( Food and Drug Administratinn

‘%% College Park, MD 20740
JUL 28 2005

0069 5 SP21 P24

Sin Hang Lee, MD
Fleminger, Inc.

160 Hawley Lane, Suite 205
Trumbull, CT 06611

RE: Qualiﬁed Health Claim Petition: Green Tea and Reduced Risk of Cancer (Docket
No. 2004Q-0083)

Dear Dr. Lee:

Thank you for your letters dated July 1, July 5, and July 6, 2005, in reference to the June 30,
2005, letter from the Food and Drug Administration (FDA or the agency) regarding your health
claim petition dated January 17, 2004, as supplemented by your letter dated May 21, 2004.

While your recent letters dotnotmeet the requirements for a health claim petition pursuant to 21
C.F.R. 101.70 and do not state that you are requesting reconsideration under 21 C.F.R. 10.33, we
believe that you appear to be seeking reconsideration. '

We ask that you please review the requirements of 21 C.F.R. 10.33 (copy enclosed). If you
would like the agency to reconsider its June 30, 2005, determination concerning your health
claim petition, please submit a request for reconsideration in accordance with 21 C.F.R. 10.33.

Please note that if you wish to rely on information or views not previously included in the record
of your January 17, 2004, petition (as supplemented by your letter dated May 21, 2004), you
would need to submit a new: petition, rather than seeking only reconsideration (see 21 C.F.R.
10.33(e)).

Finally, with respect to the request in your July 1, 2005, letter that the agency notify you within

ten days, please note that there is no statutory or regulatory requirement that the agency respond
to a request for reconsideration within ten days. If you submit a request for reconsideration in
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accordance with 21 C.F.R. 10.33, once a decision on that request has been made, we will
communicate the decision to you promptly in writing. If you submit a new petition under 21
C.F.R. 101.70 (copy enclosed) time periods specified in that regulation for agency action on such

petitions would apply. \
Sincerely yours,
- fgzdma, §M‘—9‘W

Barbara O. Schneeman, Ph.D.
Director
Office of Nutritional Products, Labeling,
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Enclosures:
1) 21 CF.R.10.33
2) 21 C.F.R. 101.70



§10.33

(h) In reviewing a petition the Com-
missioner may use the following proce-
dures:

(1) Conferences, meetings, discus-
sions, and correspondence under §10.65.

(2) A hearing under parts 12, 13, 14, 15,
or 16.

(3) A FEDERAL REGISTER notice re-
questing information and views.

(4) A proposal to issue, amend, or re-
voke a regulation, in accordance with
§10.40 or §12.,20,

(5) Any other specific public- proce-
dure established in this chapter and ex-
pressly applicable to the matter.

(1) The record of the administrative
proceeding consists of the following:

(1) The petition, including all infor-
mation on which it relies, filed by the
Division of Dockets Management.

(2) All comments received on the pe-
tition, includipg all information sub-
mitted as a part of the comments.

(38) If the petition resulted in a pro-
posal to issue, amend, or revoke a regu-
lation, all of the documents specified
in §10.40(g).

(4) The record, consisting of any
transcripts, minutes of meetings, re-
ports, FEDERAL REGISTER notices, and
other documents resulting from the op-
tional procedures Sspecified in para-
graph (h) of this section, except a tran~
script of a closed portion of a public ad-
visory committee meeting, \

() The Commissioner’s decision on
the petition, including all information
identified or filed by the Commissioner
with the Division of Dockets Manage-
ment as part of the record supporting
the decision,

(6) All documents filed with the Divi-~
sion of Dockets Management under
§10.65(h).

(7 If a petition for reconsideration or
for a stay of action is filed under para-
graph (j) of this section, the adminis-
trative record specified in §10.33(k) or
§10.35(h). .

(i) The administrative record speci-
fied in paragraph (i) of this section is
the exclusive record for the Commis-
sioner's decision. The record of the ad-
ministrative proceeding closes on the
date of the Commissioner's decision
unless some other date is specified.
Thereafter any interested person may
submit a petition for reconsideration
under §10.33 or a petition for stay of ac-
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tion under §10.35. A person who wishes
to rely upon information or views not
included in the administrative record
shall submit them to the Commissioner
with a new petition to modify the deci-
sion in accordance with this section.

(k) This section does not apply to the
referral of a matter to & United States
attorney for the initiation of court en-
forcement action and related cor-
respondence, or to requests, sugges-
tions, and recommendabions made in-
formally in routine correspondence re-
ceived by FDA. Routine correspond-
ence does not constitute a petition
within the meaning of this section un-
less it purports to meet the require-
ments of this section. Action on rou-
tine correspondence does not con-
stitute final administrative action suh-
ject to judicial review under §10.45.

(1) The Division of Dockets Manage-
ment will maintain a chronplogical list
of each petition filed under this section
and §10.85, but not of petitions sub-
mitted elsewhere in the agency under
§10.25(a)(1), showing:

(1) The docket number;

(2) The date the petition was filed by
the Division of Dockets Management;

(3) The name of the petitioner;

(4) The subject matter involved; and

(5) The disposition of the petition.

{44 FR 22323, Apr. 13, 1979, as amended at 46
FR 8455, Jan. 27, 1981; 80 16656, Apr. 26, 1985;
54 FR 9034, Mar. 3, 1989; 57 FR 17980, Apr. 28,
1992; 59 FR 14364, Mar 28, 1994; 62 FR 40592,
July 28, 1997; 66 FR 6467, Jan. 22 2001; 66 FR
12848, Mar. 1, 2001]

§10.33 Administrative reconsideration
of action.

(a) The Commissioner may at any
time reconsider a matter, on the Com-
missioner’s own initiative or on the pe-
tition of an interested person.

(b) An interested person may request
reconsideration of part or all of a deci-
sion of the Commissioner on a petition
submitted under §10.25. Each request
for reconsideration must be submitted
in accordance with §10.20 and in the
following form no later than 30 days
after the date of the decision involved.
The Commissioner may, for good cause,
permit a. petition to be filed after 30
days. In the case of a decision pub-
lished in the FEDERAL REGISTER, the
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day of publication is the day of deci-
sion.

(Date)

Division of Dockets Management, Food
and Drug Adminiscrabmn, Department of
Health and Human Services, rm. 1-23, 6630
Pishers Lane, rm. 1061, Rockville, MD 20852,

PETITION POR REGONSIDERA;I‘ION

[Docket No.}

The undersigned submits this petition for
reconsideration of the decision of the Com-
missioner of Food and Drugs in Docket No.

A. Decision involved

(A concise statement of the decision of the
Commissioner which the petitioner wishes to
have reconsidered.)

B. Action requested

(The decision which the petitioner reguests
the Commissioner to make upon reconsider-
ation of the matter.)

C. Staterr;ent of grounds

(A full statement, in a well-organized for-
mat, of the factual and legal grounds upon
which the petitioner relies. The grounds
must demonstrate that relevant information
and views contained in the administrative
record were not previously or not adequately
considered by the Commissioner.

(No new information or views may be in-
cluded in a petition for reconsideration.)

(Signature)

{Name of petitioner)

(Mailing address)

(Telephone number)”

(c) A petition for reconsideration re-
lating to a petition submitted under

§10.25(a)(2) is subject to the require-’

ments of §10.30 (¢) and (d), except that
it is filed in the same docket file as the
petition to which it relates.

(d) The Commissioner shall promptly
review a petition for reconsideration.
The Commissioner may grant the peti-
tion when the Commissioner deter-
mines it is in the public interest and in
the interest of justice. The Comimis-
sioner shall grant a petition for recon-
sideration in any proceeding if the
Commissioner determines all of the fol-
lowing apply:

(1) The petition demonstrates that
relevant information or views con-
tained in the administrative record
were not previously or not adequately
considered.
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(2) The petitioner’s position is not
frivolous and is being pursued in good
faith.

(3} The petitioner has demonst.rated
sound public policy grounds supporting
reconsideration

(4) Reconsideration is not cutweighed
by public health or other public inter-
ests.

{e) A petition for reconsideration
may not be based on information and
views not contained in the administra-
tive record on which the decision was
made. An interested person who wishes
to rely on information or views not in-
cluded in the administrative record
shall submit them with a new petition
to modify the decision under §10.25(a).

(f) The decigion on a petition for re-
consideration is to be in writing and
placed on public display as part of the
docket file on the matter in the office

of the Division of Dockets Manage-
ment, A determination to grant recon-
sideration will be published in the FED-
ERAL REGISTER if the Commissioner’s
original decision was s0 published. Any
other determination to grant or deny
reconsideration may. also be published
in the FPEDERAL REGISTER.

{g) The Commissioner may consider a
petition for reconsideration only before
the petitioner brings legal action in
the courts to review the action, except
that a petition may also be considered
if the Commissioner has denied a .peti-
tion for stay of action and the peti-
tioner hag petitioned for judicial re-
view of the Commissioner's action and
requested the reviewing court to grant
a stay pending consideration of review.
A petition for reconsideration sub-
mitted later than 30 days after the date
of the decision involved will be denied
as untimely unless the Commissioner
permits the petition to be filed after 30
days. A petition for recongideration
will be considered as submitted on the
day it is received by the Division of
Dockets Management.

(b) The Commissioner may initiate
the reconsideration of all or part of a
matter at any time after it has been
decided or action has been taken. If re-
view of the matter is pending in the
courts, the Commissioner may request
that the court refer the matter back to
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the agency or hold its review in abey-
ance pending administrative reconsid-
eration. The administrative record of
the proceeding is to include all addi-
tional documents relating. to such re-
consideration.

(1) After determining to reconsider a
matter, the Commissioner shall review
and rule on the merits of the matter
under §10.30(e). The Commissioner may
reaffirm, modify, or overrule the prior
decision, in whole or in part, and may
grant such other relief or take such
other action as is warranted.

() The Commissioner's reconsider-
ation of a matter relating to a petition
submitted under §10.25(a)2) is subject
to §10.30 (f) through (h), (§), and (k).

(k) The record of the administrative
proceeding consists of the following:

(1) The record of the original petition
specified in §10.30(1).

(2) The petition for reconsideration,
including all information on which it
relies, filed by the Division of Dockets
Management.

(3) All comments received on the pe-
tition, including all information sub-
mitted as a part of the comments.

(4) The Commissioner’s decision on
the petition under paragraph (f) of this
section, including all information iden-
tified or filed by the Commissioner
with the Division of Dockets Manage-
ment as part of the record supporting
the decision. '

(5) Any FEDERAL REGISTER notices or
other documents resulting from the pe-
tition.

(6) All documents filed with the Divi-
sion of Dockets Management under
§10.65(h).

(7) I the Commissioner reconsiders
the matter, the administrative record
relating to reconsideration specified in
§10.30¢1).

{44 FR 22323, Apr. 13, 1978, as armended at 46
FR 8455, Jan. 27, 1981; 59 FR 14364, Mar. 28,
1994; 66 FR 6467, Jan. 23, 2001; 86 FR 12848,
Mar. 1, 2001]

$10.35 Administrative stay of action.

(a) The Commissioner may at any
time stay or exterid the effective date
of an action pending or {ollowing a de-
cision on any matter.

(b) An interested person may request
the Commissioner to stay the effective
date of any administrative action. A

21 CFR Ch. | (4-1-05 Edition)

stay may be requested for a specific
time period or for an indefinite time
period. A request for stay must be sub-
mitted in accordance with §10:20 and in
the following form no later than 30
days after the date of the decision in-
volved. The Commissioner may, for
good catise, permift a petition to be
filed after 80 days. In the case of & deci-
sion published in the FEDERAL REG-
ISTER, the day of publication is the
date of decision.

(Date)

Division of Dogckets Management, Food
and Drug Administration, Department of
Health and Human Services, 5630 Fishers
Lane, rm, 1061, Rockville, MDD 20852,

PETITION FOR BTAY OF ACTION

The undersigned submits this petition re-
questing that the Commissioner of Food and
Drugs stay the effective date of the following
matter. '

A. Decision involved

(The specific administrative action being
taken by the Commissioner for which 4 stay
is requested, including the docket number or
other citation 4o the action fnvolved.)

B. Action requesied

(The length of time for which the stay is
requested, which may be for & specific or in-
definite time period.)

C. Statement of grounds

(A full statement, in a well-organized for-
mat, of the factual and legal grounds upon
which the petitioner relies for-the stay.)

(Signature)

(Name of petitioner)

{Mailing address)

{Telephone number)

(c) A petition for stay of action relat-
ing to a petition submitted under
§10.25(a)2) is subject to the require-
ments of §10.30 (¢) and (d), except, that
it will be filed in the same dockeb file
as the petition to which it relates.

(d) Neither the filing of a petition for
a stay of action nor action taken by an
interested person in ‘accordance with
any other administrative procedure in
this part or in any other section of this
chapter, e.g., the filing of a citizen pe-
tition under §10.30 or a petition for re-
consideration under §10.33 or a request
for an advisory opinion under §10.85,

84
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statement should provide examples of the
types of foods on which the brand name will
appear. It shall also include-data showing
that the actual level of the nutrient in the
food qualifies the food to bear the cor-
responding term defined by regulation.
Assay methods used to determine the level of
a nutrient should meet the reguirements

stated under petition format item C in para--

graph (k)(1) of this section\

B. A detailed explanation, supported by
any necessary data, of why use of the. pro-
posed brand name ls requested. This. ifem
shall also state what nutritional benefit to
the public will derive from use of the brand
name as proposed. If the branded product is
intended for'a specific group within the pop-
ulation, the analysis should specifically ad-
dress nutritional needs of such group and
should include scientific data sufficient for
such purpose.

C. The petitioner is reguired to submit ej-
ther a claim for categorical exclusion under
§25.30 or §25.32 of this chapter or an environ-
mental assessment under §25.40. of this ehap-
ter.

Yours very truly,

Petitioner

By

(2) Within 15 days of receipt of the pe-
tition the petitioner will be notified by
letter of the date on which the petition
was received. Such notice will inform

the petitioner:

(i) That the petition is undergoing
agency review (in which case a docket
number will be ass1gned to the peti-
tion); or

(ii) That the petition is incompilete,
e.g., it lacks any of the data reguired
by this part, it presents such data in a
manner that is not readily understood,
or it has not been submitted in quadru—
plicate, in which case the petition will
be denied, and the petitioner will be
notified as to what respect the psetition
is incomplete.

(3) FDA will publish a notice of the
petition in the FEDERAL REGISTER an-
nouncing its availability to the public
and seeking comment on the petition.
The petition shall be available to the
public to the extent provided wunder
paragraph (g) of this section. The no-
wice shall allow 30 days for comments,

(4) Within 100 days of the date of re-
ceipt of the petition that is accepted
for review (i.e., that has not been found
to be incomplete and subsequently re-
turned to the petitioner), FDA will;

(i) Notify the petitioner by letter of
the agency's decision to grant the peti-

 brand name
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tioner permission to use the proposed

if such use iz not mis-

k4

leading, with any conditions or Hmita-
tions on such use specified; or

(i) Deny the petition, in which case
the letter shall state the reasons there-
for. Fallure of the petition to fully ad-
dress the requirements of this section
shall be grounds for denial of the peti-
tion. Should FDA not notify the peti-
tioner of his decision on the. pstition
within 100 days, the petition shall be
considered to be granted.

(6) As soon as pragticable following
the granting of a petition, the Commis-
sioner of F'ood and Drugs will publish a
notice in the FEDERAL REGISTER in-
forming the public of such fact,

{68 FR 2413, Jan. 6, 1983; 58 PR 17343, Apr. 2,
1993, as amended at 58 F‘R 44083, Aug, 18, 1993;
62 FR 40598, July 29, 1997; 63 FR. 26718, May 14,
1998; 63 FR 40024, July 27, 1898; 67 FR 9585,
Mar. 4, 2002; 60 FR lﬁ&&l Mar, 30, 2004]

Subpart E—

eciﬁc Requirements
{or

ealth Claims

-§101.90 Petitions for health claims.

(a} Any interested person may peti-
tion the Food and Drug Administration
(FDA) to issue a regulation regarding a
health claim. An original and one copy
of the petition shall be submitted, or

‘the petitioner may submit an original

and a compuber reada.ble disk con-
taining the petition. ‘Contents of the
disk should be in a standard: format,
such as ABCII format. (Petitioners in-
terested in submitting a disk should
contact the Genter for Food Safety and
Applied Nutrition for details.) If any
part of the material submitted is in a
foreign language, it shall be agcom-
panied by an accurafe and complete
English transiation. The petition shall
state the petitioner’s post office ad-
dress to which any correspondence re-
quired by section 403 of the Federal
Food, Drug, and Cosmetic Act may be
sent.

(b) Pertinent information may be in-
corporated in, and will be-considered as
part of, a petition on the basis of spe-
cific reference to such information sub-

‘mitted to and retained in the files of

FDA. Such information may include
any findings, along with the basis of
the findings, of an outaide panel with

126
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expertise in the subject area. Any ref-
erence to published information shall
be accompanied by reprints, or easily
readable copies of such information.

(c) If nonclinical laboratory studies
are included in a petition, the petition
shall include, with respect to each non-
clinical study contained in the peti-
tion, either a statement that the study
has been conducted in compliance with
the good laboratory practice regnla-
tions as set forth in part 58 of this
chapter, or, if any such study was not
conducted in compliance with such reg-
ulations, a brief statement of the rea-
son for the noncompliance.

(d) If clinical or other human inves-
tigations are included in a petition, the
petition shall include a statement: that
they were either conducted in compli-
ance with the requirements for institu-
tional review set forth in part 56 of this
chapter, or were not subject to such re-
quirements in accordance with §56.104
or §566.105, and a statement that they
were conducted in compliance with the
reqguirements for informed consent set
forth in part 50 of this chapter.

(e) All data and information in a
health claim petition are available for
public disclosure after the notice of fil-
ing of petition is issued to the peti-
tioner, except that clinical investiga-
tion reports, adverse reaction reports,
product experience reports, consuiner
complaints, and other similar data and
information shall only be savailable
after deletion of:

(1) Names and any information that
would identify the person. using the
product.

(2) Names and any information that
would identify any third party involved
with the report, such as a physician or
hospital or other institution.

(f) Petitions for a health claim shall
include the following data and be sub-
mitted in the following form:

{Date)_
Name of petitioner
Post office address R
Subject of the petition
Food and Drug Admlnisbration,
Dffice of Nutritional Products, Labeling and
Dietary Supplements ,(HFS»BOO),
5100 Paint Branch Pkwy.,
College Park, MD 20740,
The undersigned, submits
this petition pursuant to section 403(r)(4) or
403(r)(5XD) of the F‘edera} Food, Drug, and

§101.70

Cosmetic Act with respect to (statement of
the substapce and itg Health claimy.

Attached hereto, and constituting a part of
this petition, are the following:

A. Preliminary requirements. A complete
axplanation of how the substance conforms
to the requirements of §10L.14(b)Y (21 CFR
101.14(b)). For petmons where the .subjsct
substance is a'food ingredient or a compo-
nent of a food ingredient, the petitioner
should compile a comprehensive list of the
apecific ingredients that will be added to the
food to supply the substance in the food
bearing the health claim. ¥or ssch such in-
gredient listed, the petitioner should state
how the ingredient cowipHes with the re-
quirements of §101.14(b}3)(11), e.g., that its
use is generally recognized as safe (GRAS),
iisted as a food addisive, or authorized by a
prior sanction issued by the agency, and
what the basis is for the GRAS cla.im the
food additive status, or prior sanctioned sta-
tus.

B. Summary of scientific data. The sum-
mary of scientific data provides the basis
upon which aathorizing » health olaim can
be justified as providing the health benefit.
The summary must establish that, baged an
the totality of publicly available scientific
evidence (including evidence from weli-de-
signed studies conducted in a marmner which
is consistent with generally recogmized sci-
entific procedures and. principles), there is
significant sclentific agrpament among ex-
perts qualified by scientific training and ex-
perience to evaluate such claims, that the
claim is supported by such evidence.

The summary shall state what puablic
health benefit will derive frormn use of the
claim as proposed. If the claim is intended
for a specific group within the population,
the summary shall specifically address nu-
tritional needs of such gromp and shall in-
clude scientific data showing how the claim
is likely to assist in meefing such needs.

The sammary Shall concentrate on the
findings of appropriate review articles, Na-
tional Institutes of Health cumsengus devel-
opment conferences, and other appropriate
resource materials. Issues addrsssed in the
summary shall include answers to sach ques~
tions as:

1. Is there an optimum level of the par-
ticular substance to be consumed beyond
which no benefit would be expected?

2. Is there any level at which an adverse ef-
fect from the substance or from foods con-
taining the substance occurs for any seg-
ment of the population?

3. Are there certain populations that must
recelve special consideration?

4. What other nntritional or health factors
(both positive and hegative) are important to
consider when consuming the substance?

In addition, the Summary of sciéntific data
shall include a detailed analysis of the po-

" bential effect of the use of the proposed
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claim on fond consuraption, specifically any
changse due to sigrificant alterations in eat-
ing habits and correspofiding changes in nu-
trient intake resulting from such changes in
food consumption. The latter item shall spe-
cifically address the effset on the intake of
nutrients that have beneficlal and negative
consequences in the total diet.

If the claim is intended for a- significant
subpopulation within the general U.S. popu-
lation, the analysis shall specifically address
the dietary practices of such group, and shall
include data sufficient to demonstrate that
the dietary analysis is representative of such
group (e.g., adolescents or the elderly):

If appropriate, the petition shall explain
the prevalence of -the disease or health-re-
lated condition in the U.S. populaﬂmn and
the relevance of the claim in the context of
the total dally diet.

Also, the summary shall déemonstrate that
the substance that is the subject of the pro-
posed claim conforms to the definition of the
term “substance’ in §101.14(2X2).

C. Analytical data that show the amount .

of the substance that is present in represent-
ative foods that would be candidates to bear
the claim should be obtained from repregent-
ative samples using methods from the Asso~
clation of Official Analytical Chemists
(AOAQ), where available. If no AOAC method
is available, the petitioner shall submit the
assay method used.and data establishing the
validity of the method for assaying’ the sub-
stance in food. The validation data should
include & statistical analysis of the analyt-
ical and product variability.

D. Model health claim. One or more model
health claims that represent label state-
ments that may be used on & food label or in
labeling for a food to characterize the rela-
tionship between the substance in & food to
a disease or health-relateéd condition that is
justiffed by the summary of scientific data
provided in section C of the petition. The
model health claim: shall include:

1. A brief capsulized statement of the rel-
evant conclusions of the summary, and

2. A statement of how this substance helps
the consumer to attain -a total dietary pat-
tern or goal associated with the health ben-
efit that is provided.

E. The petition shall include the following
attachments:

1. Copies of any conmputer literature
searches done by the petitioner (eg.,
Medline). )

2. Copies of articles cited in the literature
searches and other information as follows:

a. All information relied upon for the sup-
port of the health claim, including copies of
publications or other information cited in re-
view articles and used to perform meta-anal-

yses.

b. All information concerning adverse con-
sequences to any segment of the population
(e.g., sensitivity to the snbstance).

21 CFR Ch. | (4-1-05 Edlition)

c. All information pertaa.ming to the U.S.
populaticn

‘F. The petitioner ig required to submit ei-
ther a claim for- cat;egorical exclusion under
§25.30 or §25.32.0f this chapter or an environ-
mental agssessment undeér §25.40 of this chap-
ter.

Yours very truly,

Petitioner

By .
{Indicate authority)

(g) The data specified under the sev-
eral lettered hea,dings should be sub-
mitted on -separate pages or sets of
pages, suitably identified. If such data
have already been submitted with an
earlier application from the petitioner
or any other final petfition, the present
petition may incorporate it by specific
reference to-the sarlier petibion

(h) The petition shall include a state-
ment signed by the person responsible
for the petition that, to the best of his/
her knowledge, ‘it is a representative
and balanced submission that includes

-unfavorable information as well as fa-

vorable information, known to him/er

10 be pertinent to the evaluation of the
proposed health claim.

(1) The petition shall be signed by the
petitioner or by -hisfher attorney -or
agent, or (If a corporation) by an au-
thorized official.

(1) Agency action on the petition. (1)
Within 15 days of receipt of the peti-
tion, the petitioner will be notified by
letter of the date on which the petition
was received. Such notice will inform
the petitioner that the peti'cion is un-
dergoing agency review and that the
petitioner will subsequently be notified
of the agency’s decision to file for com-

. prehensive review or deny the petition.

(2) Within 100 days of the date of re-
ceipt of the petition, FDA will notify
the petitioner by letter that the peti-
tion has either been filed for com-
prehensive review or denied. The agen-
cy will deny a petition without review-
ing the information contained in “B.
Summary of Scientific Data” if the in-
formation in “A. Prelimina.ry Require-
ments’ is inadeguate in explaining how
the substance conforms to the reguire-
ments of §101.14(H). If the petition is
denied, the notification will state the
reasons therefor, including. justifica-
tion of the rejection of any report from
an authoritative scientific body of the
U.S. Government. If filed, the date of
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the notification letter becomes the
date of filing for the purposes of this
regulation. If FDA does not act within
such 100 days, the petition shall be
deemed to be denied unless an exten-
sion is mutually agreed upon by . FDA
and the petitioner. A petition that has
been denied, or has been deemed to be

denied, without filing will not be made.

available to the public. A filed petition
will be available to the public to the
extent provided under paragraph (e} of
this section. )

(3) Within 90 days of the date. of fil-
ing, FDA will by letter of notification
to the petitioner:

(i) Deny the petition, or

(ii) Inform the petitioner that a pro-
posed regulation to provide for the re-
quested use of the health claim will be
published in the FEDERAL REGISTER. If
. the petition is denied, the notification
will state the reagons therefor, includ-
ing justification for the rejection of
any report from an authoritative sci-
entific body of the U.8, Covernment.
FDA will publish the proposal to
amend the regulations to provide for
the requested use of the health claim
in the FEDERAL REGISTER within 50
days of the date of filing. The proposal
will also announce the availability of
the petition for public review.

(iii) ¥ FDA does not act within 90
days of the date of filing, the petition
shall be deemed to be denied unless an
extension is mutually agreéed upon by
FDA and the petitioner.

(4)(1) Within 270 of the date of publi-
cation of the proposal, FDA will pub-
lish a final rule that either authorizes
use of the health claim or explains why
the agency has decided not to author-

ize one.

(i) For cause, FDA may extend no
more than twice, the period in which it
will publish a final rule; each such ex-
tension will be for no more than 90
days. FDA will publish a notice of each
extension in the FEDERAL REGISTER.
The document will ‘state the basis for
the extension, the length of the exten-
sion, and the date by which the final
rule will be published, which date shall

" erals,
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be within 540 days of the date of receipt
of the petition.

{58 FR 2634, Jan. §, 1993; 68 F'R 17097, Apr. 1,
1993, as amended at 59 ¥R 425, Jan. 4, 1904; 62
PR 28232, May 22, 1997; 62 FR 40599, July 29,

1997; 63 FR 26719, May 14, 1998; €3 FR 40024,

July 27, 1988, 66‘F‘R‘56035, Nov. 6, 2001)
§101.71 Health claims: claims not au-
thorized.

Health claims' not authorized for
foods in conventional food form or for
dietary supplements of vitamins, min-
herbs, or other similar sub-
stances: ’

{a) Dietary fiber and cardiovascular
disease.

(b) Zinc and immune function in the
elderly.

{58 FR 2534, Jan. 6, 1993, as amended at 58 FR
2548, 2578, 2620, 2639, 2564 2714, Jan. 6, 1993; 58
FR 17100, Apr. 1, 1983; 59 FR 487, Jan. 4, 1994;
65 F'R 58918, Oct. 3, 2000}

§101.72 Health claims: calcium and
osteoporosis,

{a) Relationship between calcium and
osteoporosis. An inadequate caleium in-
take contributes to low peak bone
mass and has been identified as one of
many risk factors in the development
of osteoporosis. Peak bone mass is the
total quantity of bone present at matu-
rity, and experts believe that it has the
greatest bearing on whether a person
will be ‘at risk of developing
osteoporosis and related bone fractures
later in life, Anather factor that influ-
ences total bone mass and suscepti-
bility to osteoporosis is the rate of
bane loss after skeletal maturity. An
adequate intake-of calciom is thought
t0 exert a positive effsct’ dumng adoles-
cence and early adulthood in -opti-

.mizing the amount of bone that is laid

down. However, the uppsr limit of peak
bone mass is genetically determined.
The mechanism through which an ade-
quate caleium intake and optirnal peak
bone mass reduce the risk of.
osteoporosis ‘is thought to be as. fol-
lows. All persons lose bone with age.
Hence, those with higher:bone mass at
maturity take longer to reach the
critically reduced mass at which bones
can fracture easily. The rate of bone
loss after skeletal maturity also influ-
ences the amount of bone present at
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